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Device Name

Classification Name: System, Imaging, Pulsed Doppler, Uitrasonic
Classification Number: | 90-IYN

Trade/Proprietary Name: | HITACHI HI VISION Preirus Diagnosﬁc Ultrasound Scanner

Predicate Device(s): HI VISION 900 Diagnostic Ultrasound Scanner (K063518)
GE Logig® ES (K082185)
Acuson S2000 (K072786)

Device Intended Use

The Hi VISION Preirus is intended for use by trained personnel (doctor, songrapher, etc.) for the
diagnostic ultrasound evaluation of Abdominal, Cardiac, Intra-operative, Fetal, Pediatric, Small
Organ, Peripheral vessel, Biopsy, Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal
Cephalic, Adult Cephalic, Endoscopy, Intra- Ium:nal Gynecology, Urology and Laparoscopic
clinical applications.

The Modes of Operation of the HI VISION Preirus are B mode, M mode, PW mode (Pulsed
Wave Doppler), CW mode (Continuous Wave Doppler), Color Doppler, Amplitude Doppler
(Color Flow Angiography), TD! (Tissue Doppler Imaging), 3D Imaging, 4D Imaging, Real Time
Tissue Elastography, and Real Time Virtual Sonography..

Device Description

Function

An ultrasound system consists of the foliowing:

¢ Ultrasound transducer(s} to generate the transmitted ultrasound energy and detect the
reflected echoes

e A computer system to control the transducer and analyze the signals resulting from the
reflected echoes

¢ A video monitor with optional image recorder to dlsplay the computed image or derived
Doppler data

Scientific Concepts

An acoustic wave is a mechanical perturbation of a medium which passes through a given
medium at a fixed velocity. The rate at which the particles in the medium vibrate in the
disturbance is the frequency of the wave, and is measure as cycles/second, or hertz (Hz).
Frequencies above 20 kHz are not audible, and above this frequency, the acoustic energy is
known as ultrasound. For the purposes of medical ultrasound imaging, frequencies in the range
of 1-20 MHz are utilized.
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510(k) Summary

The uitrasound waves comprising a beam travel in as straight line in homogeneous media.
When an ultrasound wave reaches an interface between two media of different impedances, a
portion of the beam energy may pass through the boundary (transmission), and a portion may
be reflected. The direction of propagation of the transmitted beam is determined by the angle of
incidence of the incident beam upon the boundary, and differences (if any) in the speed of
sound in the two media. The direction of reflection is determined solely by the angle of incidence
upon the boundary. The relative strength of the reflected wave depends upon the differences in
the impedances between the two media. Reflection at a boundary between soft tissue and
bone, as an example, involves a large impedance difference, and results in a relatively strong
reflected echo. Reflection at a boundary between two soft tissue-types with a relatively small
impedance difference, on the other hand, results in a relatively weak reflected echo.

The ultrasound transducer, when operating in pulsed mode, periodically emits an ultrasound
burst at a predetermined rate described as the pulse repetition frequency (PRF). During the time
duration that the transducer is not transmitting ultrasound energy, it may act as a received for
the reflected ultrasound energy. Since the speed of propagation of ultrasound in tissues is
estimated as 1540m/sec, the time elapsed between transmission of a pulse and receipt of an
echo may be used to estimate the distance from the transducer to the tissue structure giving
rise to the reflected echo. The relative strength of the reflected echo can be used to determine
the brightness of display of the reflected echo or strength of derived Doppler signal.

Physical and Performance Characteristics

The principle of operation of ultrasound imaging involves generation of an ultrasound wave with
an electric signal applied to a transducer, direction of the resulting ultrasound wave into the
tissue of the body, and reception and analysis of the echoes reflected back to the same or an
adjacent transducer from the various tissues along the path of the ultrasound wave.

Device Technological Characteristics

The technological characteristics of this device are identical to the primary predicate device. The
control and image processing hardware and the base elements of the system software are
identical to the predicate device. See Section 4 — Predicate Device Comparison.

Conclusions

It is the opinion of Hitachi Medical Systems America, Inc. that HITACH! HI VISION Preirus
Diagnostic Ultrasound Scanner is substantially equivalent to the predicate devices. In addition,
we have concluded that the subject system is:

+ Substantially equivalent with respect to safety, effectiveness, and functionality to the
HI VISION 800 Diagnostic Ultrasound Scanner (K063518) with the exception of the two
new Modes of Operation, Real Time Tissue Elastography and Rea! Time Vlrtual
Sonography.

» Substantially equivalent with respect to safety and functionality to the GE Logiq® E9
(K082185) in regards to the device with Real-time Virtual Sonography (RVS)

e Substantially equivalent with respect to safety and functionality to the Acuson $S2000
(K072786) in regards to the device with Real-time Tissue Elastography

Attachment

ATTACHMENT POSITION

Declaration of Conformity with Design Controls 1
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Summary of Design Control Activities

The design validation / verification tests that were performed are listed.

Items Tests performed
Electrical, Mechanical safety IEC60601-1!
‘ See section 1.7.2.1

Acoustic output safety FDA Guidance
IEC60601-2-372

Software See section 1.7.5

Probe patient contact materials 150109932
See section 1.7.3

1 Medical Electrical Equipment, Part 1: General Requirements for Safety
IEC60601-1

2 Medical Electrical Equipment, Part 2-37: Particular requirements for the
safety of ultrasonic medical diagnostic and monitoring equipment

3 Biological Evaluation of Medical Device




DECLARATION OF CONFORMITY WITH DESIGN CONTROLS

Verification Activities _

To the best of my knowledge, the verification activities, as required by the
risk analysis, for the modification were performed by the designated
individual(s) and the results demonstrated that the predetermined
acceptance criteria were met.

Name: H. Noguchi Title: Manager, ‘
Ultrasound QA Section,

| Hitachi Medical Corporation
Signature: ¢</ /{/\ oﬂ"“"‘u ~ Date: March 31, 2009

Manufacturing Facility

The manufacturing facility, Hitachi Medical Corporation is in conformance
with the design control requirements as specified in 21 CFR 820.30 and the
records are available for review.

Name: T. Kasanami Title: Manager,
Development Design Dept.,
Ultrasound Systems Division,

7' /:’; . Hitachi Medical Corporation
Signature: . Skl Date: March 31, 2009
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration

10903 New Hampshire Avenue
Document Mail Center - WO66-G609
Silver Spring, MD 20993-0002

| Mr. Doug Thistlethwaite JUNT 72010

Manager, Regulatory Affairs

Hitachi Medical Systems America, Inc.
1959 Summitt Commerce Park
TWINSBURG OH 44087

Re: K093466 -
Trade/Device Name: Hitachi HI VISION Preirus Diagnostic Ultrasound Scanner
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: 1YN, IYO, and ITX
Dated: June 11, 2010
Received: June 15,2010

Dear Mr. Thistlethwaite:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, of to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration. :

This determination of substantial equivalence applies to the following transducers intended for
use with the Hitachi HI VISION Preirus Diagnostic Ultrasound Scanner, as described in your
premarket notification: '

Transducer Model Numbers

EUP-B512 EUP-ES52E
EUP-B514 ' EUP-L52
EUP-C514 EUP-L53
EUP-C524 - EUP-L53L
EUP-C532 ' EUP-L65
EUP-C715 _ EUP-L738
EUP-CC531 EUP-L74M
EUP-CV524 EUP-054]

EUP-CV714 EUP-R54AW-19, -33
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EUP-S50A EUP-V53W
EUP-S52 EUP-VV731
EUP-870 Fujinon SP711

EUP-US533 :

If your device is classified (see above) into either class [I (Special Controls) or class 111 (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register. -

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/uecm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). Tor questions regarding the reporting of adverse events undér the MDR regulation (21
CFR Part 803), please go to

http://www.fda gov/MedicalDevices/Safety/Re ortaProblem/default htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at
(301) 796-6242.

erely yours

Donald J. St.Pierre

Acting Director

Division of Radlologlcal Devices

Office of In Vitro Diagnostic Device

Evaluation and Safety

Center for Devices and Radiological Health
Enclosures



Indications for Use

. 510(k) Number (if known);
Device Name: HI VISION Preirus Diagnostic Ultrasound Scanner - -
Indications For Use:

The HI VISION Preirus is intended for use by trained personnel (doctor, songrapher, etc.) for the diagnostic
ultrasound evaluation of Abdominal, Cardiac, Intra-operative, Fetal, Pediatric, Small Organ, Peripheral vessel, Biopsy,
Trans-rectal, Trans- vag[nal Musculoskeletal, Neonatal Cephalic, Adult Cephalic, Endoscopy, Intra-lum:nal
Gynecorogy, Urology and Laparoscopic cllmcal applications.

- The Modes of Operation of the Hi VISION Preirus are B mode, M mode, PW mode (Pulsed Wave Doppler),
CW mode {Continuous Wave Doppler), Color Doppler, Amplitude Doppler (Color Flow Angiography),

TDI (Tissue Doppler Imaging), 3D imaging, 4D Imaging, Real Time Tissue Elastography, and

Real Time Virtual Sonography.

1

PrescriptonUse__ X -~ AND/OR = Over-The-Counter Use
(Part 21 CFR 801-Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH Office af-Pew

///@

™ (Division Sign-Off) ' ] . .
Division of Radiclogical Devices : ) Page 1 of _
Offlce of In Vitre Diagnostic Device Evaluation and Safety .

s L0360




System:

Intended use: Diagnostic ultrasound imaging or fiuid flow analysis if the human body as follows:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Preirus

Clinical Application ] Mode of Operation
General Speecific Bl M [PWD|CWD Color Combmed* Other*¥
(Track [ only) {Tracks I & IID)- Doppler {Spec.) (Spec.)
Ophthalmic™ JOphthaimic i . . ] . A
Fatal P P P P P P P
Abhdominal Pa Pa Pa Pa Pa Pa Pa
Intra-operative {Spec.) Pb | Pb | Pb Pb Pb Pb
Intra-operative (Neuro.) ' .
Laparoscopic P P P P P P
Pediatric P P P P P P P
Small Organ (Spec.) ‘Pd | Pd | Pd Pd Pd . Pd
Neonatal Cephalic P P P . P P P
Fetal Imaging [Adult Cephalic P|] P | P P P P P
& Other  |Trans-rectal Ph Ph Ph Ph Ph Ph
Trans-vaginal Pf Pf P{ Pf . Pf Pf
Trans-urethral
Trans-esoph. {non-Card,) .
Musculo-skel. (Convent.) | P ‘P P P P P
Musculo-skel. (Superfic.) P P:| P P P P
Intra-luminal P ) : 5
Other (spec.): 3 ]
Cardiac Adult P P P P P P P
Cardiac Cardiac Pediatric - P i P P | P P P - P
" |Trans-esophageal {card.) |- Pg | Pg | . Pg [. P Pg ‘Pg Pg
Other (spec.) . ‘ :
Peripheral |Peripheral vessel- P P P P P P P
Vessel Other (spec.) :
N = new indication. P = previously cleared in K063518

*Combination of each operating mode, B, M, PWD, CWD and Color Doppler. '
**Amplitude Doppler (Color Flow Angxography) Tissue Doppler Imaging, 3D Imaging, 4D Imaging,
Real Time Tissue Elastography, Real Time Virtual Sonography

Additional Comments:
_Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

Subscript "a™

(including amniocentesis).

Subscript "b":

Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).

Subsceript "e":

Includes thyroid, parathyroid, breast, scrotium, pems

‘Subseript "™ Includes thyrold parathyroid, breast, scrotum, penis and i unagl_g for gmdance of bmpsy
Subscript "e”. Includes i 1magmg for guidance of transrectal biopsy.

Subscript "f*: . Includes imag sing for guidance of transvagmal biopsy.

Subscript "g":  For pechatnc patients.

Subscript "h™ Includes 1magmg for gu1danoe of. transrectal bmpsy

Concurrence of CDRH, Office of&uEEvMWﬁﬂﬂE) QTUD”

S

/

HER

7

. (Divisicn Sign-Off) - .
Division of Radiclogical Devices

.Office of In Vitro Diagnostic Device Evaluation and Sa.\‘aty

510 Kn?%t/(aca

* Prescription Use (Per 21 CFR 801.109) -

EDED,




DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preiras '
Transducer: EUP-B512

Intended use! Diagnostic ultraseund imaging or fluid flow analysis if the human body as follows:

Clintcal Application Mode of Operation :
General Specific B M | PWD|CWD Color Combined” |  Other**
(Track I only) (Tracks T & IID) Doppler (Spec.) (Spec.)
. Ophthalmic. JOphthalmic. T . i
Fetal . P P P P P P P
Abdominal Pa Pa Pa Pa Pa Pa Pa

Intra-operative (Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic
Fetal Imaging |Adult Cephalic
& Other  {Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel, (Superfic.)
Intra-luminal
Other {spec.) .
Cardiac Adult
Cardiac Cardiac Pediatric :
Trans-esophageal (card.)
Other (spec.) i
Peripheral |Peripheral vessel

Vessel Other (spec.) ]
N = new indication. P = previously cleared in K063518.
*Combination of each operating mode, B, M, PWD and Color Doppler. -
**Amplitude Doppler (Color Flow Angiography), Real Time Virtual Sonography

Additional Comments: _ A
Subscript "a”: _Includes imaging for guidance of percutanecus biopsy of abdominal organs and structures
_ (including amniocentesis). - ]
Subscript *b": _Tncludes imaging of organs and structures exposed during surgery -
: {excluding neurosurgery and laparoscopic procedures).
Subseript "c": _Includes thyroid, parathyroid, breast, serotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e"! Includes imaging for guidance of transrectal hiopsy. :
Subscript "f* Includes imaging for guidance of transvaginal biopsy.
Subscript "g": _For pediatric patients. ‘ . -
Subscript "h": Includes imaging for gui
PLEASE DO NOT

R PAGE JF NEEDED,

YOTUD

© Y- (Dnision Sign-Otf)
- Division of Radliological Devices
Office of in Vitro Diagnosti: Device Evaluation and Safety "

510K HO(? SC/GJG

Prescription Use (Per 21 CFR $01.109)



System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Preirus

 EUP-B514

Intended use’ Diagnostic ultrasound imaging or ﬂu1d flow analysis if the human body as follows:

Chncal Application

Mode of Operation’

General
{Track [ only)

Specific-
(Tracks I & IID}

B

.CWD Color Combined* g
Doppler (Spec.)

M | PWD Other**

Ophthalmic

Ophthalmic

{(Spec.)

Fetal Imaging
& Other

Fetal

P P

Abdominal

Pa. Pa

Intra-operative (Spec.)

Pa’

Intra-operative (Neurp.)”

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal .

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. {Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardiac-Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.) N

Peripheral
Vesael

Peripheral vessel

Other {spec.).

N = new 1ndicat1

tion. P = previously cleare

1n K06

3518.

*Cembination of each operating mode, B; M, PWD and Color Doppler.
**Ampiitude Doppler (Color Flow Angmgraphy) Real Time Virtual Sonograp hy

Additional Comments:

Subscript "a™

Includes imaging for guidanece of

(mcIudmg amntocentesis),

percutaneous biopsy of abdominal‘ organs and structures

Subscript "b":

Includes imaging of organs and st.ructunes exposed during surgery

Subscript "c":

(excluding neurosurgery and laparoscopic procedures).
In¢ludes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d":
Subscript "e":

Includes thyroid, parathyroid, bréast, scrotum, pems and imag,
Includes imamgg for guidance of transrectal biopsy.

for guidance of biopsy.

Subscript "f":

Inctudes imaging for puidance of tmnsvagmal biopsy.

Subscript "g™

For pediatric panents

Subscript "h™
. PLEA

Includes imaging for ¢
DO NOT WRITE BEL

Prescription Use (Per 2t CFR-801.109)

ANOTHER PAGE IF NEEDED,

Concurrence of CDRH Office of MMWQ-(@E}_ oTVvD

L

' (Division S;gn. —_—

Division of Radlo ical Device
Office of in Vitro Diagnosiic Devrce Evaiuenosn and Safety :

510K_E\(39?C/(0




DIAGNOSTIC ULTRASQOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-C514

Intended use’ Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Chinical Application Maode of Operation ]
General | Specific B M |PWD]|CWD|  Color Combined* Other**
(Track I only) (Tracks I & I1I) . Doppler {Spec.) (Spec.)
Ophthalmic [Ophthalmic - - . .
’ Fetal - P P P . P P P

Abdominal - Pa- | Pa Pa | Pa Pa Pa
. |Intra-operative (Spec.) .

Intra-operative (Neuro.)

Laparoscopic - - ‘
Pediatric P P P - P P P
Small Organ (Spec.) Pd | Pd Pd . Pd Pd Pd
Neonatal Cephalic : -

Fetal Imaging [Adult Cephalic

& Other  |Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-gkel. {Convent.)

Musculo-skel. (Superfic.)
Intra-luminal :

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal leard)

Other (spec.)

Peripheral  [Peripheral vessel

Vessel Other (spec.)

N = new indication. P = previously cleared in RO635185.
*Combination of each operating mode, B, M, PWD and Color Doppler
**Amphtude Doppler {Color Flow Anglography) 3D Imagmg, 4D Imaging, Real Time Virtual Sonography

Additional Comments:
_Subscript "a":  Includes imaging for guidance of percutaneous biopsy of abdommal organs and structures
’ {including amniocentesis).

Subscript "b": _Includes imaging of organs and structures exposed during surgery
: {excluding neurosurgery and laparoscopic proceguresy). :

Subscript "¢ _Includes thyroid, parathyroid, breast, scrotum, penis.

Subseript "d™ _Includes thyroid, parathyroid, breast, scrotum, penis and imaging for
Subscript "e":: Includes imagmg for guidance of transrectal biopsy.

Subscript "f": Includes imaging for guidance of transvagmal biopsy.

Subscript "g".  For pediatric patlents

Subscn t "h": Includes imaging for guidance of transrecta} biopsy.
{PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANO’I‘HER PAGE I.F NEEDED)

f
(Division Sign-Of.: - |

‘ Division of Rad!ologlcal Dev:oe- :
Office of In Vio Diagnostic Device Evaluaﬁ:n and Safety :II
. 1
f

siok_A093Y60,
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: HI VISION Preirus
Transducer:  EUP-C524

Intended use: Diagnostic ultrasound i u'nagrmg or fluid flow analysis if the human body as follows:

Chmical Application Mode of Operation
General Specific - B M | PWD[CWD Color Combined* | Other**
(TrackIonly) | - (TracksI & IID ) Doppler {Spec.) {Spec.)
Ophthalmic |Ophthalmic - L
Fetal . P P P P - P P
Abdominal P P P P P P
Intra-operative {Spec.)
Intra-operative (Neurp.)
Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) T Pe Pe Pc Pc Pc Pc

Neonatal Cephalic

Fetal Imaging JAdult Cephalic

& Other  |Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {(non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Aduit

Cardiac Cardiac Pediaatric -

Trans-escphageal {card).

Other (spec.)

Peripheral |Peripheral vessel

Vessel Other (spec.)

N = new indication. P = previously cleared in K063518.
*Combination of each operating mode, B, M, PWD and Color Doppler
**Amplitude Doppler (Color Flow Angwgraphy) 3D Imaging, 4D Imaging

Additional Comments

Subscript "a"  Includes imaging for guldanoe of percutaneous blopsy of abdominal organs and structures

(mclud_g amniocentesis).

Subscript "b": _Includesimaging of organs and structures exposed during surgery

(excluding neurosurgery and lapamscopic procedures).

Subscript "¢":_Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of bl.OpSY

Subseript "e™  Includes i 1mag'mg for guidance of transrectal biopsy.

Subseript "' Includes imaging for guidance of transvaginal biopsy.

Subacript "g":  For pediatric patlent:s

Subscript "h":  Includes imaging for ¢ 1dance of transrectal bxos 2
\PLEASE DO NOT WRI BELOW THIS LINE-CO
Concurrence of CDRH Bfeacd

ON ANOTHER AGE TF N EDED

(Division SigreOf}

. Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K, Hoq 3C/(D C(J

- Prescription Use (Per 21 CFR 801.109)




DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: KUP-C532

Intended use* Didgnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application ) Mode of Operation
General Specific B M | PWD{ CWD Color Combined* Other**
(Track I only) (Tracks [ & III) Doppler (Spec.) (Spec.)
Ophthalmic JOphthalmic ] ' i

Fetal . :
Abdominal Pa Pg Pa Pa Pa Pa
Intra-operative (Spec.) Pb | Pb { Pb ] Pb Pb Pb
Intra-operative (Neuro.)
Laparoscopic ]
Pediatric’ P P P P - P P
Small Organ (Spec.) Pd Pd Pd Pd Pd Pd
Neonatal Cephalic P P P P p P

Fetal Imaging JAdult Cephalic '
] &-Other |Trans-rectal
Trans-vaginal
Trans-urethral ‘
Trans-esoph. (non-Card.) |.
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal {card.}
Other (spec.) '
Peripheral |Peripheral vessel P " P P P P P

Vessel . [Other (spec.) ‘ S

N = new indication, P'= previously cleared in KU63518.
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography_), Real Time Tissue Elastography

Additional Comments: ‘ : . ‘
Subseript "a"*  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
_____lincluding amniocentesis). ' -
Subscript "b"  Includes imaging of organs and structures exposed during SUrgery
. {excluding neurosurgery and laparoscopic procequres).
Subscript *¢*: _Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": _Includes thyroid, parathyroid, breast, scrotum, pems and imaein for
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "f": . Includes imaging for guidance of transvaginal biopsy.
Subscript *g”  For pediatric patients. : ’
Subscript "h". Includes imaging for puidance of transrectal biopsy.
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTI
" . Concurrence of CDRH, €Scoot-Bevies-Exg

L4

L . (Division Sign-Off) - .
] Division of Radioiogical Devices
Office of In Vitro Diagnestic Device Evaluation and Safety

Prescription Use (Per 21 CFR 801.109) ' sk Q2N o,




DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-C715

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows: -

Clinical Application Mode of Operation .
General Specific B [ M [PWD]|CWD Color Combined* | Other**
(Track Ionly) | . {(Tracks I & IiI) Doppler (Spec.) {Spec.)
Ophthalmic [Ophthalmic ) ]
i Fetal . . P P P P P P
Abdominal Pa Pa Pa Pa Pa ~ Pa

Intra-operative (Spec.)
Intra-operative {Neuro.)

Laparoscopic .

Pediatric P P P P - P . P
Small Organ (Spec.) Pd |, Pd | Pd Pd Pd Pd
Neonatal Cephalic . j

Fetal Imaging [Adult Cephalic
& Other |Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
- {Musculo-skel. (Superfic.)
Intra-luminal .
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric-
’ Trans-esophageal {card)
Other (spec.).
Periphera! |Peripheral vessel
Vessel QOther {spec.)
N = new indication. P = previously cleared in K063518.
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amphtude Doppler (Color Flow Angmgraphy) Real Time Virtual Sonography

Additional Comments:
Subseript "a":  Includes imaging for guldance of percutaneous biopsy of abdomminal organs and structures
_.__(ncluding amniocentesis). -
Subseript "b" Includes imaging of organs and structures exposed durmg surgery.
- lexcluding neurosurgery and laparoscopic procegures).
Subseript "¢ Includes thyroid, parathyroid, breast, scrotum, penis. : i
Subseript "d": _Includes thyroid, parathyroid, breast, scrotum, penis and | un_gmg for gmdanoe of b1opsy
Subscript "e"!  Includes i 1magmg for guidance of transrectal biopsy.
Subscript "f": _Includes imaging for guidance of transvagmal biopsy.,
Subscript "g™ . For pediatric pattents
Subseript "h":  Includes imaging i iopsy. . -
PLEASE DO NOT WRIT, BELOW THIS LINE-CONTI ON ANOTHER PA
Concurrence of CDRH, Officc-of-BewicsEvmination{OBE)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-CC531

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Chimical Application Mode of Operation
General | Specific ] B M [PWD|CWD Color Combined* | Other**
(Track I only) (Tracks I & 111} Dopplér (Spec.) (Spec.)
Ophthalmic {Ophthalmic ‘ ] o
Fetal ‘ 1 P P P P P P
.JAbdominal

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Fetal Imaging [Adult Cephalic :
& Other |Trans-rectal Pe Pe Pe - Pe Pe Pe

Trans-vaginal Pf Pf Pf Pf Pf Pf

Trans-urethral

Trang-esoph. {non-Card.) |.

Musculo-skel. {Convent.}

Musculo-skel. (Superfic.

Intra-luminal ]

JOther (spec.}

Cardiac Adult

Cardiac L_gardiac Pediatric

Trans-esophageal (card.}

Other (spec.) .
Peripheral |Peripheral vessel

Vessel Other (spec.)

N = new indication. P = previously cleared in ROG3518,

*Combination of each operating mode, B, M, PWD and Color Doppler.

**Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography

Additional Comments: :
Subscript "a": _Includes imaging for guidance of percutanecus biopsy of abdominal organs and structures
(including amniocentesis), B -
Subscript """ _Includes imaging of organs and structures exposed during surgery
o {excluding neurosurgery and laparoscopic procedures).
Subscript "¢”! Includes thyroid, parathyroid, breast, scrotum, penis. -
Subseript "d" _Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy. -
Subscript "e”: _Includes imaging for guidance of transrectal biopay.
Subscript "f": Includes imaging for guidance of transvaginal biopsy.
Subseript g™ For pediatric patients.
Subscript "h": _Includes imaging for guidance of transrectal biopsy.
T WRITE BELOW THIS I.T [0)
Concurrence of CDRH, CéiecetBov B
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System:
Transdueer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISION Preirus
EUP-CV524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows

Clinical Apphcation

Mode of Operation

General
(Track I only)

Specific B M | PWD

(Tracks I & IIT)

CWD Color Combined*

Doppler (Spec.) (Spec.)

Ophthalmic

Ophthalmic -

Fetal Imaging
& Other

Fetal P P P

Abdominal P P P

Intra-operative {Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other {spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card )

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Other (spec.)

N = new indication. P = previously cleared

in K063518.

*Combination of each operating mode, B, M, PWD and Color Deppler,
**Amplitude Doppler {Color Flow Angiography), 3D Imaging, 4D Imaging

Additional Comments

"Subscript "a™

Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

Subseript "b":

Includes imaging of organs and structures exposed duri surgery

(excluding neurosurgery and laparoscopic procedures),

‘Subseript "c":

Includes thyroid, parathyroid, breast, scrotum, pems

Subscript "d".  Includes. thyrold parathyroid, breast, scrotum, penis and i :mau for gu1dnnce of biopsy.
Subscript "e":  Includes i @gmg for guidance of transrectal biopsy.

Subscript "f'!  Includes imaging for gu)dance of transvaginal biopsy. -

Subscript "g":  For pediatric patlents

Subscript "h":.

‘Includes imaging for g
PLEASE DO NOT

guidance 6f transrectal biopsy.
RITE BELOW THI LINECNUEN
Concurrence of CDRH, Ofre v :

OTHER PAGE IF NEEDED
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System:
Transducer:

Intended use: Diagnostic ultrasound imag

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Preirus

EUP-CV714

7ing or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

General

(Track I only)

Specific
(Tracks I & IIT}

B M

PWD | CWD Color

Doppler

Combined*
{Spec.)

Other**
(Spec.)

Ophthalmic

Ophthalmic

& Other

Fetal Imaging

Fetal

P P

P

Abdominal

P P

P

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult-Cephatic-

Trans-rectal

Trang-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Qther (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

|Trans-esophageal {card.)

Other (spec.)

Peripheral
Vessel

Peripheral vegsel

Other (spec.)

N = new indica

lion. P = previously cleared

in K063518.

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging

Additional Comments:

Subscript "a™

Includes imaging for guidance of j)ercutaneous biopsy of ab

{including amniocentesis}.

dominal organs and structures

Subscript "b™

Includes imaging of organs and structures exposed

during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "e™

Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subseript "e"! Includes imaging for guidance of transrectal biopsy.

Subscript "f": Includes imaging for guidance of transvaginal biopsy.

Subscript "g": For pediatric patients.

Subscript "h":

Includes imag

ging for guidance of trﬁns'rectal biopsy.
PLEASE DO NOT WRITE BELOW THIS LI

Office of in
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-ES52E

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows: '

Chimical Application . ~ Mode of Operation
General Specific B M |PWD|[CWD Color Combined* | Other**
(Track Tonly)| = (Tracks I & IID) Doppler {Spec.) {Spec.)
Ophthalmie [Ophthalmic. ]
Fetal
Abdominal

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.}

Neonatal Cephalic

PFetal Imaging JAdult Cephalic

& Other |Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric .
Trans-esophageal (card.) | P P P P P P . P

- |Other (spec.) j :

Peripheral |Peripheral vessel -

Vessel Other (spec.)

N = new ind:cation. P = previously cleared in K063518,

*Combination of each operating mode, B, M, PWD, CWD and Color Doppler

**Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imaging

Additional Comments:

Subscript "a™ _Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis):

Subscript "b™ Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures,.

Subscript "c": _Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Tncludes thyroid, parathyroid, breast, scrotum, penis and im aging for guidance of blopsy

Subscript “e"’  Includes imaging for guidance of transrectal biopsy. .

Subseript "f": Includes imaging for guidance of transvaginal biopsy.

Subscript "g":  For pediatric patlents

Subscript "h":  Includes imaging for g idance of transrectal biopay,

e

il (Division Sign-Of)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer:  EUP-L52

Intended use! Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M |PWD|CWD Color Combined* Other**
{Track I only) {Tracks I & III}) "~ Doppler {Spec.) {Spec.}
Ophthalmic [Ophthalmic .
‘ Fetal

Abdominal " Pa Pa Pa Pa Ps Pa
Intra-operative (Spec.) '
Intra-operative (Neurp.)

Laparoscopic : .
Pediatric P P P P P P
Small Organ (Spec.) Pd Pd Pd Pd . Pd Pd

Neonatal Cephalic
Fetal Imaging |Adult Cephalic
-& Other  |Trans-rectal
Trang-vaginal
Trans-urethral
Trans-esoph. (non-Card.) . : : _
Musculo-skel. (Convent.) P P P ’ P P P
Musculo-skel. (Superiic.) ' :
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac LCardiac'Pediatric
Trans-esophageal {card)
Other {spec.) :
Peripheral JPeripheral vessel P P P P P P
Vessel Other (spec.): i L
N = new indication, P = previously cleared in R063518. :
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Figw Angiography), Real Time Tissue Elastography

Additional Comments: . . )
Subscript "a": _Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
{including amniocentesis). : ‘ .
Subscript "b": . Includes imaging of organs and structures exposed during surgery
{excluding neurcsurgery and laparoscopic procedures).
Subseript "¢"* _Includes thyroid, parathyroid, breast, scrotum, penis. - :
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e"* Includes imaging for guidance of transrectal biopsy. '
Subscript "f":  Includes imaging for guidance of transvaginal biopsy.
Subscript "g": _For pediatric patients. .
Subscript "h": _Includes imaging for guidance of transrectal biopsy.
PLEASE DO NOT

i
|
i
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DIAGNOSTIC ULTRASQUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-L53 S

——

Intended use' Diagnéstic ultrasound imaging or fluid flow analysis if the human body as follows:
Chinical Application i Mode of Operation

General Specific . B M {PWD]CWD Color Combined*
(Track | only) {Tracks I & IID) : . Doppler (Spec.)

Other**
(Spec.)

Ophthaimic -JOphthalmic

Fetal

‘Abdominal Pa | Pa | Pa. Pa Pa

Pa

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Podiatric P | P P 5 "

Small Organ (Spec,) . Pd Pd Pd Pd . Pd
Neonatal Cephalic . )

Fetal Imaging |Adult Cephalic

& Other |Trans-rectal -
: Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.y

Musculo-skel. {Convent.) P P P P P

Musculo-skel. {(Superfic.) P P P P P

Intra-luminal

Other (spec.)

Cardiac Adult

-Cardiac Cardiac Pediatric

Trans-esophageal {card.)

Other {(spec.) .

Peripheral [Peripheral vegsel - P P P P P

Vessel Other (spec.)

N = pew indication, P = previously cleared in RUB3518.
*Combination of each operating mode, B, M, PWD and Color Doppler.

**Amplitude Doppler {Color Flow Angiography), 3D} Imaging, 4D Imaging, Real Time Tissue Elastography

Additional Comments:

Subscript "a™ Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
. gu g

- {including amniocentesis).

Subscript "b"._ Tncludes imaging of organs and structures expdsed during surgery
: {excluding neurosurgery and laparoscopic procedures).

Subscripf "c": __Includes thyroid, parathyroid, breast, scrotum, pens.

g
b

Subscript "d": Includes th arathyroid, breast, scrotum, penis and imaging for
Subaseript "e™: . Includes imaging for guidance of transrectal biopsy. -

Subscript "f** _Includes imaging for guidance of transvaginal biopsy.

Subscript "g"!° For pediatric patients:

Subscript *h": Includes imaging for guidancé of transtectal biopsy. . - -

PLEASE DO NOT TE BELOW THIS LINE-CONTINUE ON ANOTHER ;?AGE.IF
) Concurrence of CDRH, : " i
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System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISION Preirus

EUP-L53L

Intended use: Diagnostic ultrasound imaging or fluid flow analys:s if the human body as follows:

Clinical Application

Mode of Operation

General
{Track I only)

Specific B M 1 PWD| CWD Color - Combined*

{Spec.)

Ophthalmic

{Tracks I & IID

Doppler (Spec.)
Ophthalmic )

Fetal Imaging
& Other

Fetal

Abdominal P

Intra-operative {Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trang-vaginal

Trans-urethral

Trans-esoph. (non-Card)

Musculo-skel. {Convent.)

Musculo-skel. {Superfic, )

Intra-luminal

Other (spec.)

Cardiae

Cardiac Adult

Cardiac Pediatric

Trans-esophageal {card.)

Other (spec.)

Peripheral
- Vessel

Peripheral vessel P P

Other (spec.)

N = new indication. P = previously cleared

in KO63518:

*Combination of each operating mode, B, M, PWD) and Color Doppler.
**Amplitude Doppler (Color Flow Angivgraphy), Real Time Tissue Elastography

Additional Comments:

Subscript "a":

Includes imaging for guidance of percutaneous biopsy of abdommal organs and struct,ures

(including amniocentasis). '

- Other**

Subscript "b": _.Includes imaging of organs and structures exposed during surgery
: {excluding neurosurgery and laparoscopic procedures).

Subséript "¢":  Includes thyroid, parathyroid, breast, scrotum, pems
Subscript "d": Includes thyrold parathyroid, breast, scrotum, penis and imaging for guidance of bmpsy
Subscript "e":  Includes i unagmg for guidance of transrectal biopsy.
Subscript "f":  Includes imaging for guidance of transvaginal biopsy.
Subseript "g":  For pediatric pauents
Subsecript "h*t Includes ima for guidance of transrectal biops

PLEASE DO NOT WRT ELOW S LINE-

Prescription Use (Per 21 CFR 801.109)
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System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Preirus

EUP-L65

Intended use: Diagnostic ultrasound i imag 1ng or fluid flow analysis if the human body as follows:
Clinical Application .

Mode of Operation

General
(TrackI anly)

Specifie
(Tracks I & III)

B M |PWD| CWD Color Combined*

(Spec.)

Other**
(Spec.)

T Ophthalmic

Ophthalmic

Doppler

& Other

Fetal

Abdominal

Intra-opérative {Spec.)

Intra-operative (Newuro,)

Laparoscopic

Pediatrie

Small Organ (Spec.)

Neonatal - Cephalic

Fetal Imaging

Adult Cephaliq

Trans-rectal

Trans-vaginal "

" |Trans-urethral -

Trans-esoph. (non-Card.j

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

. JOther (spec.)

Cardiac -

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card )

Other (spec.)

Peripheral
. Vessel

Peripheral vassel’

P11 P P | T B P

Other (spec.)

N = new indication. P = previously cleare
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler {Color Flow Anglography) Real ’I‘lme Tissue Elastography, Real Time Virtual Sonography

Additional Comments:
Includes imaging for guidance of percut.aneous biopsy of abdominal organs and structures

Subseript "a":

(including amniocentesis).

1n K063518.

Subscript"'b"!

Includes imaging of organs and st;ructures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "c™

Subscript "d":

Includes thyroid, parathyroid, breast; scrotum, penis.

Includes thyroid, parath

id, breast. serotum,

Subscript "e":  Includes i 1mag1ng for guidance of transrectal biopay:
Subscript "'t Includes imaging for guidance of transvapinal bxopsy
Subscript "g"  For pediatric pat;lent:s

. Subscript "h":  Includes i imaging for gmdﬁnce of transrectal biopsy. -

LEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
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DIAGNOSTIC-ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus L
Transducer: EUP-L738

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application S - Mode of Operation

General Specific "B M [PWD]CWD Color Combined* | Other**
{Track I only) (Tracks I & IID) . Doppler (Spec.) (Spec.)
Ophthalmic [Ophthalmic - R . :
- [Fetal i [
Abdominal Pa Pa Pa : . Pa Pa Pa
Intra-operative (Spec.) -
Intra-operative (Neuro.}
Laparoscopic i )
Pediatric . P P P P P P
Small Organ (Spec.) Pd Pd Pd Pd Pd . Pd
Neonatal Cephalic . :
Fetal Imaging {Adult Cephalic

& Other  [Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.) j
Musculo-skel. {Convent.) | P P P | P P P
Musculo-skel. (Superfic.) P P P _ . P P P
Intra-luminal ' i ] '
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal {card.}
Other (spec.).
Peripheral [Peripheral vessel 2 P P N P -P P

Vessel Other (spec.) al . ] .

N'= new indication. P = previously cleared in ROB3518. -
*Combination of each operating mode, B, M, PWD and Color Doppler. '
**Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography, Real Time Virtual Sonography

Additional Comments: ) -
Subseript "a™ Includes imaging for guidance of percutanecus biopsy of abdominal organs and structures
{including amniocentesis).
Subscript "b™: _Includes imaging of organs and structures exposed during surgery
: (excluding neurosurgery and laparoscopic procedures). )
Subscript "c”:_Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d"! Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subseript "e":. Includes imaging for guidance of transrectal biopsy. '
Subseript "f'! Tncludes imaging for guidance of transvaginal biopay.
Subscript "g":  For pediatric patients. j . -
Subscript "h*: _Includes imaging for guidance of transrectal biopey,

D - (Division Sign-Otfy
Division of Radiological Devices
Office of in Vitro Diagnostic Device Evaiuation and Safety

510K %\Ongé(/ '
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System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Preirus

EUP-L74M

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

General
(Track Ionly)

Specific
{Tracks I & IIT)

B

M Other**

PWD
] (Spec.)

CWD Color Combined*
. Doppler {(Spec.}

Ophthalmic

Ophthalmic

& Other

Fetal

Abdominal

Pa Pa Pa Pa Pa

Intra-operative (Spec.) .

Pa

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Fetal Imaging

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph, (non- Card)

Musculo-skel. (Convent.)

Musculo-skel, (Superfic.)

Intra-luminal

Other {(spec.)-

- Cardiac

Cardiac-Adult

Cardiac Pediatric

Trans-esophageal {card. )

Other (spec.)

Peripheral
Vessel

Peripheral vessel

P

P

Other (spec.)

N = new indication. P = previously cleare

Tn K063515,

*Combination of each operating mode, B, M, PWDand Color Doppler. ) )
**Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography, Real Time Virtual Sonography

Additional Comments
Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

Subscript "a™

(including amniocentesis).

Subscript 5

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "c":

Includes thyroid, parathyroid, breast, scrotum, penis.

Subacript "d":

Includes thyroxd parathyroid, breast, scrotum, penis and imaging for guldance of biopsy.

Subscript "e™:

Includes i un_gmg for puidance of transrectal biopsy.

Subscript "f":

Includes imaging for guidance of transvagmal biopsy.

Subseript "g":

For pediatric patients.

Subscript "h*:  Includes imaging for guidance o
(PLEASE DO NOT WRITE, BELOW 11

Prescription Use (Per 21 CFR 801.109)

f transrectal biops
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System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISION Preirus

EUP-054J

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinlcal Application

Mode of Operation

General
{Track I only)

‘Specific 1 B M | PWD]|CWD Color Combined* | Other**
(Tracks I & III} . Doppler {Spec.) (Spec.)

Ophthalmic

]Ophthalmic

Fetall Imaging
& Other

Fetal

Abdominal

Tntra-operative (Spec) | Pb | Bb | Pb b b | Pb

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Aduit Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. {Convent.) | P P P P P P

Musculo-skel. (Superfic) | P P P P P P
Intra-luminal : :

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal {card.)_

Other (spec.)

Peripheral

Vessel

Peripheral vessel P P P | P - P - P

Other (spec.)

N = new indica

tion. P = previously cleared tn KU63518.

*Combination of each operating mode, B, M, PWD and Color Doppler. : :
**Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography

Subscript "a™:

Additional Comments:

Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis), .

Prescription Use (Per 21 CFR $01.109)

Subscript "b*: _Includes imaging of organs and structures exposed during surgery
{excluding neurosurgery and laparoscopic procedures).
Subscript "¢": _Includes thyroid, parathyreid, breast, scrotum, penis. - - .
Subscript "d": _Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e"!  Includes imaging for guidance of transrectal biopsy. ’
Subscript "f":  Includes imaging for guidance of transvaginal biopsy.
Subscript "g":  For pediatric patients. . )
Subscript "h": Includes imaging for guidance of transrectal biopsy. ] .
: PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHRER PAGE IF NEEDED
Concurrence of CDRH, e : ; i
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
‘Transducer: EVUP'R54AW‘19, -33

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Chnical Application Mode of Operation . : -
General Specific B [ M [PWD]CWD]| Color | Combmed® | Other =
{Track I only) {Tracks I & IIT} . Doppler |  (Spec.) {Spec.)
Ophthalmic [Ophthalmic ’ i ‘ . ‘ :
Fetal
Abdominal

Intra-operative (Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic
Fetal Imaging [Adult Cephalic
& Other  [Trans-rectal P P P ) P P )
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. {(Convent.)
Musculo-skel.. (Superfic.)
Intra-luminal
. |Other (spec.)
Cardiac Adult
Cardiac - “_Cardiac Pediatric
Trans-esophageal (card.)
Other (spec.) i
Peripheral |Peripheral vessel
Vessel Other (spec.)
N'= new indication. P = previously cleared in K063518.
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography

Additional Comments: ’
Subscript "a"  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures. .
" (including amniocentesis). ] : j
Subscript "b"! Tncludes imaging of orpans and structures exposed during surgery
{excluding neurpsurgery and laparoscopic procedures). .
Subscript "¢*: _Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d"! _Tncludes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e"! Includes imaging for guidance of transrectal biopsy. :
Subscript "f*:  Includes imaging for puidance of transvaginal biopsy.
Subscript "g": _For pediatric patients. .
Subscript."h": - Includes imaging for gmi

-

‘ v (Division Sign-Offy i 4
' Division of Radiological Devices:
Office of In Vitro Diagnostic Device Evaiiation and Safety
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Prescription Use (Per 21 CFR 801.109)



System:
Transducer:

DIAGNOSTIC ULTRASQUND INDICATIONS FOR USE FORM
HI VISION Preirus

EUP-S50A

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Fetal Imaging
& Othér

Chinical Application Mode of Operation
General Specific B M -} PWD{ CWD Color Combined* | Other**
{Track I only} (Tracks 1 & IIT) . Doppler {Spec.) {Spec.)
Ophthalmic |Ophthalmic . )
Fetal P P P P P P P

|Intra-cperative (Spec.)

Abdominal Pa Pa Pa Pa Pa Pa Pa

Intra-operative (Neuro.)

Laparoscopic

Pediatric P P P P | P P P
Small Organ (Spec.) :

Neonatal Cephalic

Adult Cephalic P P | P P . P P P
Trans-rectal -

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel, (Superfic.)
Intra-luminal -

Other (spec.y

Cardiac

Cardiac Adult . P P P P P P P

Cardiac Pediatric P P P P P P P

Trans-esophageal (card.)

Other (spec.)

Peripheral
Vessel

Peripheral vessel P | P 13 P T 3 ™ P
Other (spec.) : j il

N = new indication. P = previously cleared in K063518.
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler
- **Amplitude Doppler {Color Flow Angiography), Tissue Doppler Imaging

Additional Comments

Subscript "a™:

Includes imaging for guldance of percutaneous biopsy of abdominal organs and structures

(mcludmg amniocentesis).

Subscript "b":

Includes imaging of organs and structures exposed during surgery

._{excluding neurosurgery and laparoscopic procedures).

Subscript "¢"-

Includes thyroid, parathyroid, breast, scrotum, pems .

Subscript "d":

Includes thyrmd parathyroid, breast, scrotum, penis and imaging for guldance of biopsy.

Subscript "e

"t Includes i u-nazmg for guidance of transrectal bicpsy.

Subscript "'t

Includes imaging for guidance of transvagmal biopsy.

Subscript "g™

- For pediatrie patxents

Subscript "h":

PLEASE PO

Includes imaping for guidance of transrectal biopsy.

OT WRITE BELOW THIS LINE-CONTINUE O
Concurrence of CDRH,

V' (Division Si ign-Oftfy
Division of Radiologaca.! Devices
Office of In Vitro Diagnastic Demca Evalustion arid Safety

o L0290 6

Prcscrip;ion Use (Per 21 CFR 801.105)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer:  EUP-S52

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows

Clinical Appheation Mode of Operation
General . Specific B M [PWD|CWD Color Combined* | Other**
(Track I only) (Tracks I & III) . Doppler (Spec.) (Spec.)
Ophthalmic [Ophthalmic _ ' :
Fetal
Abdominal

Intra-operative (Spec.)
Intra-operative (Neuro.)

Laparoscopic ) j ; .

Pediatric P P P P P P P
Small Organ{Spec) | Pc | Pc [ Pc | Pe Pc Pc Pe
Neonatal Cephalic ]

Fetal Imaging |[Adult Cephalic
& Other  |Trans-rectal
‘Trans-vaginal
Trans-urethral
|Trans-esoph. (non-Card.}
Musculo-skel. (Convent.}
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric P P P P P P P
Trans-esophageal {card.) -
Other (spec.)
Periphera! |Peripheral vessel
Vessel Other (spec.)
N = new indication. P = previously cleared in K063518.
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angxography) Tissue Doppler Imaging

Additional Comments:
Subscript "a": Includes i imaging for guidance of percutaneous biopsy of abdominal organs and structures
(ncluding amniocentesis).
Subscript "b": " Includes imaging of organs and structurcs erposed during surgery
{excluding neurosurgery and laparoscopié procedures).
Subscript "¢": _Includes thyroid, parathyroid, breast, scrotum, pems
Subscript "d"  Includes thymxd parathyroid, breast scrotum; penis and i 1mag1ng for gmdanoe of bnopsy ’
. Subscript "e":" Includes i unagmg for guidance of transrectal biopsy.
- Subgcript " Ineludes imaging for guidance of transvaginal bmpsy
Subscript "g": For pediatric patxents
Subscript "h":_Includes imaging for guidance of transrectal biopsy.
PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON AN OTHER PAGE IF NEEDED
Concurrence ofCDRH fficewt SST -

(DmsbrFEngn-Off) I
Dhvision of Radiological Devices ‘
Office of In Vitro Diagnestic Device Evahauon and Safety

WJ%? 396 ¢

Prescription Use (Per 21 CFR 80L.109) -~



DIAGNOSTIC ULTRASQUND INDICATIONS FOR USE FORM
System: HI VISION Preirus .
Transducer: EUP-570

Intendéd use’ Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation : -
General Specific B M |PWD{CWD Color Combined* | Other**
(Track I only)  (Tracks I & IID) Doppler {Spec.) (Spec.)
Ophthalmic [Ophthalmic . i : i
Fetal P P P P P P - P

Abdominal P P P P . P P P
Intra-operative {Spec.) - - i
Intra-operative (Neuro.)
Laparoscopic

Pediatric P | P P P P P P
Small Organ (Spec.) - -
Neonatal Cephalic ] - .

Fetal Imaging [Adult Cephalic P | P P J P P P P

& Other [Trans:rectal
Trans-vaginal
Trans-urethral
Trans-esoph. {(non-Card.)
Musculo-skel, (Convent.)
Musculo-skel. {Superfic.)
Intra-luminal

Other {spec.) ] :
Cardiac Adult P-. P P P | P P - P
Cardiac Cardiac Pediatric P. P P P - P P P
’ Trans-esophageal (card.) : ' B
Other (spec.)
Peripheral }Peripheral vessel i P P P P P P P

Vessel Other (spec.) ]
N = new indication. P = previously cleared in RDB35 1B, '
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imaging

Additional Comments: : ‘

Subscript "a": _Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis). ' : ]

Subseript "b": Includes imaging of organs and structures exposed during surgery -
(excluding neurosurgery and laparoscopic procedures),

Subscript "¢”_Inciudes thyroid, parathyroid, breast, scrotum, penis..

Subscript "d":  Includes thyroid, parathyroid breagt, scrotum, penis and imaping for guidance of biopay.

Subseript "e": _Includes imaging for guidance of transrectal biopsy.

Subscript "' Includes imaging for guidance of transvaginal biopsy.

Subscript "g" _For pediatric patienta. ‘ ‘

Subseript *h": Tncludes imaging for guidance of transrectal blopay,

PLEASE DQ NOT WRITE BELOW THIS 14

Concurrence of CDRH,

V.  ivision 5;
Division of Radiotogical .ngewce' 5
Office of In Vitro Diagnostic Device Evaluation and Safety

A51OK %ﬁ? 39/6 C[




DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: - HI VISION Preirus
Transducer: EUP-U533 :

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

"Chincal Application Mode of Operation
General . Specific B M |PWD[CWD Color Combined* | Other**
{Track I only) (Tracks I & IIT} ) Doppler {Spec.) {Spec.)
Ophthalmic [Ophthalmic i i
Fetal
Abdominal

Intra-operative (Spec) -
Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic
Fetal Imaging JAdult Cephalic . :
& Other  |Trans-rectal ] Ph Ph Ph Ph Ph ‘ ‘Ph
Trans-vaginal ’ ]
Trans-urethral
Trans-esoph. (non-Card.}
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal (card.)
Other (spec.)
Peripheral {[Peripheral vessel
Vessel Other (spec.)
N = new indication. P = previously cleared in K0B3518, ]
*Combination of each operating mode, B, M, PWD and Color Doppler. )
**Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography

Additioenal Comments: ) -
Subseript "a*: Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
- lincluding amniocentesis). -
Subscript "b": Includes imaging of organs and structures exposed during surgery
{excluding neurosurgery and laparoscopic procedures).
Subscript "¢": _Includes thyroid, parathyroid, breast, serotum, penis.
Subscript "d":__Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": _Includes imaging for guidance of transrectal biopsy.
Subscript "f": _Tncludes imaging for puidance of transvaginal biopsy.
Subscript "g":  For pediatric patients. ‘ -
Subscript "h". _Includes imaging for guidance of transrectal biopsy.

v {Divlsion Sign-Off)
Division of Radiological Devices .
Office of In Vitro Diagnostic Device Evaluation and Safety

“510K. /'<O 73 qé&

Prescription Use (Per21 CFR 801.109)



System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISION Preir_us

EUP-V53W

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

General
{Track I only)

PWD | CWD Color Combined*

‘Doppler (Spec.)

Speeific

M Other**
(Tracks I & II1)

B
. (Spec.)

Ophthalmic

Ophthaimic

Fetal Imaging
& Other

Fetal P P P

Abdominal

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalie

Adult Cephalic

Trans-rectal Pe Pe Pe ‘ Pe Pe Pe

Trans-vaginal Pf Pf Pf

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel, {Convent.}

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal {card.)

Other(spec.)

Peripheral
Vessel

Peripheral vessel

Other (spec.)

N = new indication, P = previously cleared

in K063518.

*Combination of each operating mode, B, M, PWD and Color Doppler. . ) )
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging, Real Time Tissue Elastography

Additional Comments:

Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
{including amniocentesis). , . '
Subscript "b": . Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "e"

Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d"

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e":

Includes imaging for guidance of transrectal biopsy.

" Subscript "f"

Includes imaging for guidance of transvaginal biopsy.

Subscript "g"

Subscript "h":

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PACE IF NEEDED

For pediatric patients.
Includes imaging for guidance of transrectal biopsy

Concurrerice of CDRH, Offeesois

. " (Division Sigr-Of)
, _ Division of Radiological Devices :
Office of in Vitre Diagnostic Devige Evakation and Safety

o NN TRY G L

Prescription Use (Per 21 CFR 801.109)




. DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: Hi VISION Preirus
Transducer: EUP-VV731

Intended use: Diagnostic ultrasound imag ing or fluid flow analysis if the human body as follows:

Chnical Application Mode of Operation .
General Specific B M [ PWD|CWD Color Combined* Other**
(Track I only) (Tracks I & IID) Doppler (Spec.) (Spec.)
Ophthalmic |Ophthalmic
Fetal ’ P P P P P P
Abdominal ) ) .

Intra-operative {Spec.)
Intra-operative (Neuro,)
Laparoscopic
Pediatric
Small Organ (Spec.}
Neonatal Cephalic
Fetal Imaging JAdult Cephalic ' :
& Other [Trans-rectal 1 P} P P P P . P
Trans-vaginal . P |- P P P - P P
Trans-urethral . .
Trans-esoph. {(non-Card.)
-[Musculo-skel. (Convent.)
Musculo-skel, (Superfic.)
Intra-luminal
Qther (spec.)

: |Cardiac Adult
‘Cardiac Cardiac Pediatric
Trans-esophageal {card.)
Other (spec.)

Peripheral |[Peripheral vessel

Vessel Other {spec.)

- -Subscript "d™
- Subscript "™ _Includes imaging for guidanee of transrectal biopsy.
. Subscript *f"  Inciudes imaging for guidance of transvaginal biopsy. .

N = new indication. P = previously cleared in KOB35 18,
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography)

Additional Comnients:

Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
tincluding amniocentesis). -

Subseript "b™_TIncludes imaging of organs and structures exposed during surgery
(excluding neurcsurgéry and laparoscopic procedures).

Subscript "e": _Includes thyroid, parathyroid, breast, scrotum, penis,

Includes thyroid, parathyroid, bresst, scrotum, penis and imagzing for uidance of biopsy.

Subscript "g": For pediatric patients:
Subscript "h": TIncludes imaging for guidance of transrectal biops
OT

LEASE DO} PAGE IF NEEDED

" Dhision Signof
. Division of Radiological Devices
Offce of In Vitro Diagnostic Device Evaiation and Safety

o 209396




System:
Transducer:

Intended use: Diagnostic ultrasound imag

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Preirus

Fujinon SP711

sing or fluid flow analysis if the human body as follows:

Climcal Application

Mode of Operation

General
(Track I only)

Specific .
(Tracks I & III)

B M

PWD

CWD

Color

Combined*
{Spec.)

Other**
. {Spec.)

Ophthalmic

Ophthalmic

Doppler

Fetal Imaging

Fetal

Abdominal

Intra-operative (Spec.)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult Cephalic

& Other

Trans-rectal

Trans-vaginal

Trans-urethral

-{Trans-esoph. (non-Card.}

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac

Cardiac Pediatric

Trans-esophageal (card.}

Other (spec.)

Peripheral

Peripheral vessel

Vessel

Other (spec.)

N = new indical

T RD11252,

tion. P = previously cleare

Additional Comments:
Subscript "a": _Includes imaging for guidance of percutaneous bxopsy of abdominal organs and structures
j (including amniocentesis).

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Includes thyroid, parathyroid, breast, scrotum; pems

Includes thyrmd parathyroid, breast, scrotum, penis and imaging for gu:dance of bmpsy
Includes i xmagmg for guidance of transrectal biopsy.

Ineludes imaging for guidance of transvaginal biopsy.

For pediatrie patients
Includes tmaging for gui

Subscript "b™

Subscript "c™
Subseript "d":
Subscript "e":
Subscript "'
Subseript "g"
Subscn Dt “h":

EDED,

L

(Division Sign-Otf)
Division of Radiological Devices
- Office of In Vitro Diagnostic Device Evah.lauon and Safety

- 510K AO QgC/Cﬂ (/7

Prescription Use (Per 21 CFR 801.109)



